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Firazyr is indicated for the treatment of acute attacks of hereditary angioedema (HAE)

Firazyr Criteria for Approval

1

2)
3)

4)

5)

The diagnosis of hereditary angioedema (HAE) must be clinically established by, or in
consultation with, an allergist or immunologist; AND

Patient must be 18 years or older; AND

Diagnosis of HAE is documented based on evidence of low C4 level AND one of the following:
a. Alow C1 inhibitor (C1-INH) antigenic level; OR
b. A normal C1-INH antigenic level and a low C1-INH functional level;

AND

Patient is not concurrently taking an angiotensin converting enzyme (ACE) inhibitor or estrogen
replacement therapy; AND

Patient must be experiencing at least one symptom of a moderate or severe attack (i.e. swelling
of the face, throat, or abdomen).

Approvals are for 6 months

Continuation of Therapy Criteria:

Medical records documenting frequency of acute HAE attacks and the patient’s response to
therapy must be provided. If the patient is experiencing more than one acute HAE attack per
month, medical records documenting use of a long-term prophylactic therapy (LTP) or the clinical
rational for avoiding LTP must be provided.
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